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DETAILED ACTION 
Response to Arguments 

1 . Applicant's arguments filed 18 June 2008 have been fully considered but they are 
not persuasive. 

2. In response to the applicant's argument that Holmberg does not teach a 
difference in tensile strength between the two flanges, it is noted that Holmberg teaches 
an ostomy attachment appliance designed to perform the same function as the claimed 
invention (i.e. is configured for removable adhesive connection to the coupling element), 
and therefore optimizing the tensile strengths of the flanges would be obvious. 

3. Applicant's arguments with respect to Nielsen have been considered but are 
moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 1-9 and 11-19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Holmberg (5,496,296) in view of Steer (4,890,608). 

6. With respect to claims 1, 6-7, 9, 13-14, and 18, Holmberg discloses all aspects of 
the claimed invention with the exception of a further flexible layer. Holmberg also 
remains silent as to the relative tensile strengths of the first and second flanges. 
Holmberg discloses an ostomy device, as shown in figure 2, comprising a collection bag 
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1 1 and a base plate 12. The base plate 12 has an opening 32 and a first flange 27. 
The first flange 27 is connected to a coupling element on the collection bag 1 1 , the 
coupling element comprising a second flange 17 and a layer of adhesive 19. 

7. Holmberg teaches that the first flange 27 is relatively stiff to allow the user to 
brace the first flange during separation of the ostomy bag from the base plate, as 
disclosed in column 4, lines 25-39. Holmberg teaches the desire for the first flange to 
be stiff but remains silent as to the tensile strength of the first flange relative to the 
second flange. It would have been obvious to one of ordinary skill in the art at the time 
of invention to provide the device of Holmberg with a first flange having a greater tensile 
strength than the second flange, since Holmberg teaches the desire for the first flange 
to be stiff and strong so that it may be used as a brace during separation of the ostomy 
bag from the base plate. 

8. Steer discloses an ostomy device having a collection bag and a base plate, the 
base plate having a first flange 20, as shown in figure 2. Steer teaches a further flexible 
layer 34 having a layer of adhesive 32 for placement on the outer surface of the first 
flange, as shown in figure 2. The adhesive strength of adhesive 32 is less than the yield 
strength of the flexible layer 34, allowing the flexible layer 34 to be removed from the 
first flange 20 during removal of the collection bag to Indicate the number of bags used 
and to provide a fresh adhesive layer for attachment of the next bag, as disclosed in 
column 4, lines 29-41 and 54-66. 

9. It would therefore be obvious to one of ordinary skill in the art at the time of 
invention to provide the ostomy device of Holmberg with the further flexible layer taught 
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by Steer to indicate the number of bags used and to provide a fresh adhesive layer for 
attachment of the next bag. 

1 0. With respect to claims 2-3, 1 1 , and 1 5-1 6, Holmberg remains silent as to the 
connecting strength and the yield strength between the flexible layer and the flanges. 
Holmberg teaches the desire for only the first flange to remain attached to the base 
plate when the ostomy bag is separated, to permit a series of bags to be attached to the 
base plate without having to replace the base plate, as disclosed in column 2, lines 48- 
52. To allow for the removal of the ostomy bag without removal of the base plate at the 
same time, it would be obvious to one of ordinary skill in the art at the time of invention 
to provide the device with a connection strength between the flexible layer and the 
second flange than exceeds the adhesive strength, so that the adhesive releases the 
flexible layer and second flange, thereby allowing the ostomy bag comprising the 
second flange to be removed from the base plate. Likewise, it would have been 
obvious for the yield strength of the flexible layer to have the same order of magnitude 
as the first flange, to allow the flexible layer and the first flange to be separated, so the 
ostomy bag may be removed without removal of the base plate comprising the first 
flange. 

1 1 . With respect to claims 4,8,12,17, and 1 9, Holmberg remains silent as to the 
elastic modulus of the flexible layer and the flanges. Holmberg teaches the need for the 
first flange to be more resilient during deformation than the second flange, as shown in 
figure 4. In order to provide a material having a greater resiliency, it would be obvious 
to one of ordinary skill in the art at the time of invention to provide the flange of 
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Holmberg with a greater elastic modulus so as to allow for a resilient, deformable 
flange. 

12. With respect to claim 5, Nielsen teaches an adhesive layer 9 provided on the 
flexible layer 8 for affixing the flexible layer 8 to the base plate and providing extra 
security against leaks, as described in column 5, lines 36-41 . It would therefore be 
obvious to one of ordinary skill in the art at the time of invention to provide the flexible 
layer with an adhesive layer, as taught by Nielsen, for affixing the flexible layer to the 
base plate and providing extra security against leaks. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lynne Anderson whose telephone number is (571)272- 
4932. The examiner can normally be reached on Monday through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zaiukaeva can be reached on (571 ) 272-1 1 1 5. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/L. A./ 

Examiner, Art Unit 3761 



/Tatyana Zaiukaeva/ 

Supervisory Patent Examiner, Art Unit 3761 



